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Hacrosimum nuceMom s, @anbkoBckast Anna FOpeeBHa, npeacenarens Komurera nmo 6umomenuuuH-
ckoii atuke npu HWUN xapauonorun Tomckoro HUMII noarsepxkaato To, yto Komurer oprannzoBan
U JIEUCTBYET B COOTBETCTBHUM C 3aKOHOAATEILCTBOM Poccuiickoii denepainniu, XeabCUHKCKON JeKIIa-
pamueii, pykoBoACTBY Mo Hajuiexamed kinuHudyeckord mnpaktuke (ICH GCP) u Pemenuto Coseta
EBpasuiickoit axonomuueckoii komuccuu ot 03.11.2016 Ne 79 «O06 yrBepxknenuun I[lpaBun Hammexka-

LIEH KJIMHUYECKON NIPAKTUKKU EBpa3suiiCKOro 5KOHOMHUYECKOTO COK3a».

Peryasitopubie 10KymMeHThI PD:
e Crarpsa 21 Konctutyunu Poccuiickoit denepanuu

e Vka3 [Ipesugenta PO ot 10.10.2019 N 490 "O pa3Butun HCKYCCTBEHHOI'O UHTEIEKTa B Poccuiickoii
Oenepauun”

e Pacnopsokenue [IpaButenscta PO ot 19.08.2020 N 2129-p «O6 yrBepxkaennn KoHuenuun pa3BuTHs
peryIupoBaHus OTHOIIEHUH B cpepe TEXHOIOTUH HCKYCCTBEHHOTO MHTEIUIEKTa U pOOOTOTEXHUKH /10
2024 roga»

e [locranosnenue IIpaBurensctBa Poccuiickoit @epepanun Ot 30 HosOps 2024 I'. N 1684 O6 YTBep-
sknenuu pasun [N'ocynapctBenHoil Perucrpanuun Menuunnckux M3nenuit

denepajbHbIe 3AKOHBI:
o @enepanbHblil 3akoH oT 21.11.2011 Ne 323-03 «OO6 ocHOBax OXpaHbl 3/J0POBbsl I'paXJaH B
Poccuiickoit deneparium» ¢ U3MEHEHUSIMHU U TOIIOJIHEHUSIMU;

o @enepanbHblil 3ak0oH 0T 12.04.2010 Ne 61-D3 «OO6 oOpartieHnn JeKapCTBEHHBIX CPEICTB» C U3-
MEHEHUSIMU U JIOTIOJHEHUSIMH;

e ®depnepanbublil 3ak0H 0T 27.07.2006 Nel152-®3 «O nepcoHalbHBIX JaHHBIX)»

o  ®enepanpubiii 3akon 30.01.2024 N 1-®3 "O BHeceHuu usmeHeHuit B eaepanbubiii 3aKoH "O0
oOpallleHnu JIeKapCcTBEHHBIX cpeAcTB" u crtaThi | U 4 PenepanbHOro 3akoHa "O BHECEHUU H3-
MeHeHull B ®enepanpHblii 3akoH "OO oOpalleHNH JeKapcTBEHHbIX cpeAcTB" u DenepanbHbIii
3akoH "O BHecenuu uzMeHeHuil B denepanbHbiii 3akoH "OO oOpallleHUH JIEKapCTBEHHBIX
cpeacts"”

IIpuka3ssr:
e [Ipuka3 denepanbHoil ciy)O0bl 0 HAA30pY B chepe 31paBOOXpaHEHHUs] MUHUCTEPCTBA 3PaBO-
oxpanenust Poccuiickoit ®deneparu ot 17 utons 2024 1. N 3518 «O0 yTBepkIeHUH MOpsaAKa
(apMakoHa30pa JIGKAPCTBEHHBIX MPEMAPaTOB sl MEAUIIMHCKOTO MTPUMEHEHHSDY

e [Ipuka3 Poc3apaBuamzopa ot 16.09.2022 Ne 8700 «O06 yTBepkaeHun GopM MPOBEPOUHBIX JIH-
CTOB (CHI/ICKOB KOHTPOJIBHBIX BOIIPOCOB, OTBCTHI HA KOTOPBLIC CBUACTCIILCTBYIOT O CO6JHO,Z[€HI/II/I
WIA HECOONIIOJICHUH KOHTPOJIUPYEMBIM JIMIIOM O00s3aTeNbHBIX TpeOOBaHUIl), MCIOIb3YEeMBbIX
denepanbHO ciyk00# 10 Haa30py B cdepe 31paBOOXPaHEHHS U €€ TEPPUTOPHATILHBIMHU Opra-


https://www.cardio-tomsk.ru/storage/doc/komitet_etica/Конституция_%20статья%2021.pdf
http://acto-russia.org/index.php?option=com_content&task=view&id=271
http://acto-russia.org/index.php?option=com_content&task=view&id=271
http://acto-russia.org/files/zakon_ob_obr_ls_rus.docx
http://www.consultant.ru/cons/cgi/online.cgi?req=doc&base=LAW&n=286959&fld=134&dst=1000000001,0&rnd=0.16109223984716364#07177323973008504

HaMHM TP OCYIIECTBIIEHNU (eIepalIbHOTO TOCYIapCTBEHHOT0 KOHTPOJIs (Ham3opa) B cdhepe 00-
pallleHus JIeKapCTBEHHBIX CPEIICTBY

ITpuka3z MunsapaBa Poccun ot 30.08.2021 Ne 8851 OO0 ytBepxnenun Ilopsiaka npoBeneHus
OLICHKH COOTBETCTBUS MEIUIIMHCKUX U3JEIHi B (popMe TEXHUUYECKUX UCHBITAaHUI, TOKCUKOJIO-
TMYECKUX HCCIICOBAHUN, KIMHUYECKUX HCIBITAHUN B IENIAX TOCYJapCTBEHHOH perucrpaiuu
MEIUIMHCKUX U3/

[Ipuka3z MunucrepctBa 3apaBooxpanenus P® ot 01.04.2016 r. Ne 1991 «OO6 yTBepKIeHUH
MpaBUJI HaJIekKaIeH J1abopatopHoi nmpakTuku». — M., 2016. — 9 c.

Haunonanbﬂme CTaHAAPTHI:

Hanmonanenbii crangapr Poccuiickon @enepaunu «Hamnexamas Kinauueckas IIpaxktukay
(GCP) I'OCT P 52379-2005

I'OCT P UCO 14155-2022. HanmonanbeHblil cranaapt Poccuiickoit @enepanuu. Kiimnnyeckue
UCCIIEeI0BAaHMS METULIMHCKUX U3/IeUii, TPOBOAMMBIE C yUaCTHEM YeJIOBEKa B KaUeCTBE CyOBbeK-
ta. Hannexxamas KiIMHUYecKas MpaKkTHKay

Hammonanesubiit crangapt PO 'OCT P UCO 14155-2022 «KnuHuueckne ucciieIoBaHusl MEJIH-
IIUHCKUX W3CIUH, POBOUMBIC C Y4aCTHEM YeIIOBEKa B KauecTBe cyObekTa. Hamrexaras
KJIIMHAYECKas TIPAKTUKAY;

I'OCT P 70949—2023 «TexHONOrMH UCKYCCTBEHHOI'O MHTEJIEKTa B oOpa3oBanuu llpumene-
HUE UCKYCCTBEHHOT'O MHTEJUIEKTA B HAYUHO-UCCIIE0BATENILCKOMN NeTETbHOCTH

Hanmonaneneiit crangapt PO I'OCT 53434-2009 ot 02.12.2009 r. «[IpuHIMOB HaamexKamen
nabopaTopHoil npakTukm». — M.: Cranaaptungopm, 2010. — 28 c.

MesxrocynapctBeHHblit cranaapT ['OCT 330442014 «IIpuniuns Hauiexanei 1adopaTopHoi
npakTukn». — M.: Ctannaptunagopm, 2015. — 16 c.

MexayHapoaHble JOKYMEHTbI:

XenbCUHCKas Jekyapanus BeceMupHON MEIMIMHCKONM accolauu « OTUUECKUE TPUHIUIBI IS
MEIMIMHCKUX UCCIEAOBAaHUM ¢ yyacTuem Jiroaen» 1964, nononnennas B 1975,1983,1989, 1996,
2000, 2004, 2013, 2024rr.

BCCO6H_Ia}I ACKJIapanus O OMOATUKE U ImpaBax 4YCJIOBCKa

MexyHapoaHbIE PYKOBOISIIME IPHHIMIILI 10 STHYECKUM aclieKTaM OHOMETUIIMHCKAX HCCIIe-
JIOBaHWU Ha JIOIX, paspaboTanHbie COBETOM MEKIYHAPOIHBIX OPTraHM3aIllUil MEIUITHHCKUX
yeayr (CIOMS) (1993)

Pexomennmaninu FDA, EMEA;

Pexomengarmun BO3 kxomutetam mo DTHKeE, MPOBOISIIMNM JKCIEPTH3Y OMOMEIUIIMHCKHUX HC-
ciuenosanuii, JKenesa, 2000 ron;

Wuterpuposannoe nononHenue k ICH E6 (R1): PykoBoacTBo mo Hajuexameil KIMHUYeCKOR
npaktuke E 6(R2) Texymrast Bepcust Omana 4 Jlata: 9 Host6ps 2016 T.

Pernament (EC) Ne536/2014 EBponeiickoro napnamenTta u copera EC 0 KIIMHUYECKUX HCIIBITA-
HUSIX JIEKAPCTBEHHBIX CPE/ICTB, IPEIHA3HAYEHHBIX [T CIOIb30BAHUS YEITOBEKOM.

Clinical Safety Data Management: Definitions and Standards for Expedited Reporting (ICH
E2A)


https://docs.cntd.ru/document/608935477
https://docs.cntd.ru/document/608935477
https://docs.cntd.ru/document/608935477
https://docs.cntd.ru/document/608935477
http://acto-russia.org/index.php?option=com_content&task=view&id=17
http://acto-russia.org/index.php?option=com_content&task=view&id=17
http://acto-russia.org/index.php?option=com_content&task=view&id=21
http://acto-russia.org/index.php?option=com_content&task=view&id=21
http://acto-russia.org/index.php?option=com_content&task=view&id=21
http://www.un.org/ru/documents/decl_conv/declarations/bioethics_and_hr.shtml
https://www.cardio-tomsk.ru/storage/doc/komitet_etica/Рекомендации%20ВОЗ%20комитетам%20по%20Этике,%20Женева,%202000%20год.pdf
https://www.cardio-tomsk.ru/storage/doc/komitet_etica/Рекомендации%20ВОЗ%20комитетам%20по%20Этике,%20Женева,%202000%20год.pdf
http://acto-russia.org/files/rus_ICH_GCP(R2)_25102017.pdf
http://acto-russia.org/files/rus_ICH_GCP(R2)_25102017.pdf
http://acto-russia.org/files/reglament_536_16042014.docx
http://acto-russia.org/files/reglament_536_16042014.docx
http://acto-russia.org/files/ICH_E2A.pdf
http://acto-russia.org/files/ICH_E2A.pdf

e Pemenune Cosera EBpaszuiickoii sxoHomudeckoi komuccuu ot 03.11.2016 Ne 79 «O6 yTBep-
xaeauu [IpaBui Hamiexkaie KIMHAYECKOW MPAaKTUKU EBpa3uilckoro 3kOHOMHUYECKOT0 COr03a
(B penakiuu Pemenus CoBeta EBpasuiickoil s5koHOMHUYECKOW Komuccuu oT 1 aBrycra 2025 1.
Neo 63)

e Pemenue Cosera EDOK ot 12.02.2016 r. Ne 29 «O IlpaBunax npoBeaeHHs] KIIMHUYECKUX U KIIU-
HUKO- JJAOOPaTOPHBIX UCIIBITAHUN (MCCIEA0BAHNN) METULIUHCKUX U3ACIUIY;

e Pemenune Copera EBpasuiickoil s3xoHoMuueckoit komuccuu oT 29.05.2024 Ne 43 «O BHeceHUH
n3MeHeHui B [IpaBuia perucTpanuu U SKCIEePTU3bI JIGKAPCTBEHHBIX CPEJCTB AJIsi MEIUIIUHCKO-
ro MPUMEHEHHUS

e Jlupextuna 2010/63/EU EBponeiickoro nmapiamenrta u coBeta EBpomneiickoro Coro3a ot 22 cen-
T0pst 2010 roma mo oxpaHe KMBOTHBIX, UCIOJIb3YEMbBIX B HAYUHBIX HEJIAX

e Pemenue CoBera EBpasuiickoit s3xoHOMHUeckoit komuccuu ot 03.11.2016 1. Ne 81 «O6 yTBep-
xnaenuu [paBuin Haaexaiel 1abopaTopHON MpakTUKK EBpa3suilckoro 3KOHOMHYECKOI0 CO03a
B cepe oOpalieHust T1eKapCTBEHHBIX CPE/ICTB

e Pexomennanus Komnerun EBpaszuiickoii skoHoMuuyeckoi komuccuu ot 10 urons 2025 r. N 15
"O PykoBoJiCTBE MO OOIIMM BOMPOCAM HCIIOIb30BAHMS JAHHBIX pealbHON KIMHUYECKON Mpak-
THUKH B paMKax oOpalieHus JIeKapcTBeHHOTo mpemnapara”

e Pexomennanus Komneruun EBpazuiickoit sxoHoMuueckoir komuccuu ot 14.11.2023 N 33 "O Py-
KOBOJZICTBE IO paboTe ¢ J1a0OpaTOPHBIMU (IKCIIEPUMEHTAILHBIMH) XHBOTHBIMU IIPU MTPOBEIE-
HUH JOKIMHUYECKUX (HEKIIMHUYECKUX ) HCCIIEeA0BaHNN"

W uHBIX HOPMAaTHUBHO-IPABOBBIX JOKYMEHTAX, PErJIaMEHTHPYIOUIMX IPOBEACHHE OMOMETUIIMHCKUX
HCCJIEIOBAaHM C y4acTHUEM YeI0BEKa U KUBOTHBIX B Poccuiickoilt denepanun.

[Ipeacenarens Komutera mo 6MoMe IMIIMHCKOMN ITHKE
danabkoBckas A.1O.
Jara: .04.03.2026



